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Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 05 June 2008 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) |EI Claim(s) 1-11, 14-26,28,29,34-45 and 47-73 is/are pending in the application. 

4a) Of the above claim(s) 8, 10, 11, 53-55, 70 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) EI Claim(s) 1-7.9. 14-26.28.29.34-45.47-52.56-69 and 71-73 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) Q The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.Q Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 17, 50, and 71 are rejected under 35 U.S.C. 112, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. Claim 17 does not depend from any claim in particular and is 

thus indefinite as to the scope. In claim 50, line 1, "the band" lacks a proper antecedent basis. In 

claim 71, line 2, "of, second occurrence, should be deleted. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and w as published under Article 21(2) of such treaty in the English language. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-7, 9, 14-26, 28, 29, 34-45, 47-52, 56-69, and 71-73 are rejected under 35 U.S.C. 
103(a) as being unpatentable over Ruberti et al., US 2004/0092653 Al, which discloses a spinal 
intervertebral disk prosthesis (paragraph 0027; etc.) comprised of only a single solid 
biocompatible elastomer in the form of a cryogel or a "thetagel" (paragraph 0014; etc.) and 
defining an exposed surface that is modified to provide specific surface characteristics 



(paragraph 0030; etc.). Ruberti et al. teach that "[t]he nucleus pulposus is always in 
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compression, while the annulusfibrosis is always in tension" (paragraph 0003) in the natural 

intervertebral disk, and that "the one-piece prosthetic intervertebral disk approximates the spatial 

distribution of the mechanical properties of the combination of the nucleus pulposus and the 

annulus fibrosis of the natural intervertebral disk" (paragraphs 0027; 0034; 0063; 0077; 0087; 

etc.). Because "[t]he loads that any vertebral implant must withstand will be reasonably high (on 

the order of 4MPa in compression)", and the compressive load is transferred "to a tensile 

circumferential load in the annulus fibrosis" (paragraph 0077), an ultimate strength in tension 

greater than about 100 kPa would have been immediately obvious, if not inherent, to the ordinary 

practitioner. Likewise, since rotations of ±5" arc achieved in a natural disk (paragraph 0007), the 

prosthesis having adequate viscoelastic properties (paragraph 0011; etc.) to permit 10° of overall 

rotation would likewise have been obvious, if not inherent. Regarding claim 4 and others: 

paragraphs 0067; 0075; etc. Regarding claim 15 and others, the use of fabric, mesh, or the like 

to anchor a disk implant to adjacent vertebrae via screws and bone ingrowth (into the fabric or 

mesh) was well known in the art at the time of the present invention and would have been 

obvious in order to stabilize the device relative to the spine. 

The Applicant's remarks have been considered but are deemed to be moot in view of the 
new grounds of rejection presented above. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Dave Willse, whose telephone number is 571-272-4762 and who 
is generally available Monday, Tuesday, and Thursday. If attempts to reach the examiner by 
telephone are unsuccessful, the examiner's supervisor, Corrine McDermott, can be reached on 
571-272-4754. The fax phone number for the organization where this application or proceeding 
is assigned is 571-273-8300. 

/Dave Willse/ 
Primary Examiner 
Art Unit 3738 



